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Patent Law: A Handbook for Congress

A patent gives its owner the exclusive right to make, use, import, sell, or offer for sale the

invention covered by the patent. The patent system has long been viewed as important to  kevin T. Richards
encouraging American innovation by providing an incentive for inventocsdate. Without a Legislative Attorney
patent system, the reasoning goes, there would be little incentive for invention because any

E}

could freely copy the inventor’s innovat:i

September 16, 2020

Congressional action in recent years has underscored the importance of the patent system,

including a major revision to the patent laws in 2011 in the form of ¢fadnySmith America Invents Act. Congress has also
demonstrated an interest in patents and pharmaceutical pricing; the types of inventions that may be patented (also referred t
as “tpabltleen subject matter”); and the pelBential 1impact of

As patent law continues to be an area of congressional interest, this report provides background and descriptions of several
key patent law doctrines. The report fidggiscribes the various parts of a patent, including the specification (which describes
the invention) and the c¢claims (which set out the legal b
provides detail on the basic doctrines govegrpatentability, enforcement, and patent validity.

For patentability, the report details the various requirements that must be met before a patent is allowed to issue. These
requirements includthe following

9 Patentable Subject Matter The claimed invembn must be directed to one of the statutorily defined
categories of patemligible subject matter

9 DefinitenessThe patent c¢claims defining the invention’s lega

=

Written Description . The specification must adequatelescribe the invention

1 Enablement The specification must enable a person in the field of the relevant technology to make and
use the invention

T Novelty The invention cannot be the same as something kno
the field of relevant technology at the time of invention)

1 NonobviousnessThe invention cannot be an obvious extension of the prior art.

The report then explains how the rights granted by a patent are enforced, intdadégyrelating to pent infringement

(such agirect infringement, infringement under the doctrine of equivalents, induced infringement, and contributory
infringement). Also addressed are issues relating to litigatifedieraldistrict court and before the International Trade
Commissim (ITC), including the specialized dispute procedures governed by the Drug Price Competition and Patent Term
Restoration Act of 1984 (Hatélvaxman Act) andhe Biologics Price Competition and Innovation Axft2009 (BPCIA).

Finally, the report explains hoawpatent owner may lose their patent. This includes discussions of ex parte reexamination,
postgrant review, inter partes review, and covered business method review.
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1 Abraham LincolnSecond Lecture on Discoveries and Inventigieb. 11, 18590 3 CoLLECTED WORKS OF
ABRAHAM LINCOLN 356, 363 Roy P. Baslered. 2001).

2 MARK TWAIN, A CONNECTICUTY ANKEE IN KING ARTHUR’S COURT 107 (Charles L. Webster &aC 1889).

3 Victor K. McElheny Polaroid Is Suing Kodak, Charges Patent Violatibiy. TIMES (Apr. 28, 1976)at
https://www.nytimes.comB76/04/28/archives/polareid-suingkodakchargespatentviolation-polaroidis-
suing.html Polaroid and Kodak eventually settled their dispute in 1991, with Kodak agreeing to pay Polaroid $925
million. ReutersKodak Settles WitRolaroid, N.Y. TiMes (July 16, 199}, athttps://www.nytimes.comi®9107/16/
businesd{odaksettleswith-polaroid.html Land had died earlier that year. Bfiace Edwin H. Land Is Dead at 81;
Inventor of Polaroid Camerd\.Y TIMES (March 2, 199}, at https://www.nytimes.com/1991/03/02/oldties/edwin
h-land-is-deadat-81-inventorof-polaroidcamera.html

4 Dennis CrouchiHow Many Patents Issued in 201%ATENTLY O (Dec. 31, 2019), at
https://patentlyo.com/paten@29/12/manypatentsissued.html

5 Robert Rubinovitzt al.,Intellectual Property & the U.S. Economy: 2016 Updatieii, ECONOMICS& STATISTICS
ADMINISTRATION andU.S.PATENT & TRADEMARK OFFICE, at https://www.uspto.gosgitestlefaultfiles/documents/
IPandtheUSEconomySept2016.pdf

61d. at 22.

7 Steve LohrApple Samsung Patent Battle Shifts to TridlY. TIMES, (July 29, 2012t https://www.nytimes.com/
201207/30/technology/appieamsungrial-highlightspatentwars.html Notably, not all of the patents covering
aspects of smartphone are owned by the same eritity.

8 See generall£RS Report R4622Drug Pricing and Pharmaceutical Patenting Practicesordinated by Kevin T.
Richards at 310, 1620, 2428.

9 Henry G.Grabowski et al.The Roles of Patents and Research and Development Incentives in Biopharmaceutical
Innovation 34HEALTHAFF. 3 0 2 , 302 (2015) (“Patents and other forms of 1in
thought to play essential rolesincen ur a gi ng innovation in biopharmaceuticals.?”

10 See Overpatented, Overpriced: How Excessive Pharmaceutical Patenting Is Extending Monopolies and Driving Up
Drug Prices I-MAK 6-8 (Aug. 2018)at https://www.imak.org/wpcontent/uploads/2018/08MAK -Overpatented
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U.S. patent 1aw. It begins by describing the var
background for the legal discuss imum.t Ibte tmeen ide s
order to obtain a patent and how the rights grar
report closes with a description of how patent r
through administrati veP aptreonctenddgrpinagl Befode t he P

Whals a Patent?

The Constitution “empmovtea st ConRBregseso of Science
t h

securing for. Ilnwméintedr $imke ¢wn»clusi.ve Right to

Di scoVSrninceseCdfi@Hess has enacted patent Il aws pur:
inventors certain exclusive riBhoeadliypy sheakingye
those exclusive rights agsepgblind edi s mil edme noffotr
Thus, patefguwi & eppiree sgeamtturan Boputbhd ci dverwtdl @es ur e,
inventor 71 e cleiinvietse d heoxstMaunsyinveef rtihgeh tssp.e ci fi ¢ doctt
patent law can be explained by that rationale.

Partas Dbatent

Before describing the exclusive rights granted
obtain, enforce, and lose a patent)®Fdrt is helptf
example, before descr ipbaitnegn tt’heel alisngsa,impoe gant e men't
understand whate Beacemttl wliasismmsed U. SOPBateant No.
provides a good s Iflaffsmatation of a patent

OverpricedReport.pdf

11 See, e.g.Press Release, Office of Representative Jan Schako@skygressional Progressive Leaders Announce
Principles On COVIB19 Drug Pricing for Next Coronavirus Response Packapge 15, 2020), at
https://schakowskyduse.govhedia/presseleases/congressioralogressivdeadersannounceprinciplescovid-19-
drug-pricing.

12y.S.Const. art. I, 88, cl. 8.

13 See, €.9.35 U.S.C. 871 (setting forth how patents may be infringed).

14J.E.M. Ag Supply, Inc. v. Pioneertir ed Int 1, Inc., 534 U.S. 124, 142 (2001)
Patent Act is “the quid pr KewnaneeOilcCs.v.BioreCop.j4delS. 470,484 x c 1 ude . >
(1974)); see alsdJniversal Qil Prod. Co. v. Globe Cil& Ref Co ., 322 U.S. 471, 484 (1944) (°

inventions and to encourage their disclosure, the United States offers a ... monopoly to an inventor who refrains from
keeping his invention a trade secret. But the quid pro quo is disclosure of a pradegs®in sufficient detail to

enable one skilled in the art to practice the invention once the period of the monopoly has expired; and the same
precision of disclosure is likewise essential to warn the industry concerned of the precise scope offibly mono
asserted. ”).

153 E.M. Ag Supply534 U.S. atl42

16 The following description and legal requirements relate only to utility patents. Design patents, which prateetwa ,

original and ornamental desee3bp.5.C.B8&7-73aand plant patentd, whico f manufactu
p r o taayddistinct and new variety of plantee id 88 161-64, are beyond the scope of this report.

17 Seediscussiorinfrai nPatént Application Requirements’

18U.S. Patent 10,000,000 was issued, with much fanfare, on June 19, 2018. U.S. Patent No. 10,00&0®!ates
Issues Patent Number 10,000,000S.PAT. & TRADEMARK OFF. (June 19, 2018}t https://www.uspto.gov/about
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As s hown bésl ocwo vear ppaatgeentpr ovi dees pbaatseinct ,i nifnocrl nuadtiir
name(s) of the inventor(s), the title of the pat
summarizing®amde dnvemtevovantative drawing:

ay United States Patent o) Patent No.: TS 10,000,000 B2
Marron 45) Date of Patent: Jun. 19, 2018
(34) COHERENT LADAR USING INTRA-FINEL (56) References Cited
QUADRATURE DETECTION 5. PATENT DOCUMENTS
(71) Applicant: Raytheon Company, Waktam M4 5093563 A ¢ 31992 Semall ... E-I_I\ljﬁ;-\;_fg
=) 5750830 A %1998 Huchinscn B
T0e0IA17 A1+ 192008 Bden . GOIBILG26
(7) Iovemtar: iﬂ%&]ﬁhhmmmBaﬂ CA = o <L R e 33808
FOREIGN PATENT DOCTUMENTS
(73) Assigmesr g?ér]ﬂ‘“ Company. Waktham MA WO WO 200500925 A1 972003
OTHEE. PUBLICATIONS
(*) Motice:  Subject to any disclaimer, the tenm of this
patent &5 exiended or adfusted under 33 L Time-ofFligh G
US.C. 154(E) by 430 days. Whits Paper; SLOAINE; Im. 2014; reised !dm 2014; 10 pp.
(Contimed)
(21) Appl Mo 14/643,719 Frimary Evomimer — Luke D

Raicif:
EB Ararngy, Agent, or Firm — Mimck Wilson Mandala,
(17} Filed:  Mar 10, 2015

(5] ABSTRACT
- - A frequency modulated {coherent) lser detection and ranz-
() FPrior Fublication Data mgsysmnmcu:h;amd—mmzmdmlﬁmsdmh
US 20190265243 A1 Sep. 15, 2016 a fvo-dimensional array of detectar elements each incl

2 photosensifive region receiving :»o‘ﬂlmmh!h[

517 Int CL pmczssing:in:unt}'smglmgﬂmw!pntm'ﬁm 5

GO o - tive recion four fimes duminz each samipie perind clock cycie
GOis 7486 Ezmﬁﬁc-t‘- t0 obfaln quadranure componsnts. 4 data bus coupled to oo
GOIS 7491 (2006_01:- mmmmmnsnfeach ofths detecror elemenes recaives the
IS 189 (2006.01) g;nm mmﬁofear.hufﬁtfgd!mw&m

(51 US.CL e c St A grocescor cowled o e o s
CPC ... GOIS TUEE3 (200301) GOIS TUBES recpives 5: serializad compansnts and deter-

ED]:GI] GRIS 74914 (013013 GOIS  memes an amplitude and 2 phase for at least oo mperferms
THRIT (2003.01). GOIS 1339 (10[; 0l)  feguency cemespending o interference between the rerum

(58) Field of Clasification Search aght and the local oscllanor Lght wsng the quadmioe
CBC . GO1B 1758 GDIB 26/10; GO1T 1/20  COm:pooents.
Ges mp]:.cnuomﬁle for complees search histary. 20 Claimes, § Drawing Sheets
12a 1218

;2‘2

05 )

124
The cover page 1s followed hmologwingaridlhssasnpe
the invention; or different 1implement@0@60ons of t
patent illustrates use of t#e invention in an e x

us/newsupdates/unitedtatesissuespatentnumber1000000Q U.S. Patent 10 MillionU.S.PAT. & TRADEMARK OFF.,

at https://10millionpatents.uspto.gov/patei@million.html.

19 Because the purpose of this discussion and description is to familiarize the reader with the various parts of a patent,

rathertha speci fically familiarize the reader with the innovat.i
relevant technological background and specific advance <cla

20000 patenwd, col. 6 11. 7

Congressional Research Service 3



Patent Law: A Handbook for Congress

401

400
‘\\
405
"“}4_\ MODULATOR S ________...._.....l'fl___________ 1
I
I 408 I
| T |
| | | |
LASER : - "T__I" e :
source [ 7 A< I | PP -
402 403 | |
|
a6 | gy 41
| |
m/@
v
Y !
\Wi
OPTICAL
410-" DETECTOR
F1G. 4

Foll owi
col umn
col umn

n
p
]

g
a
i

thepécadi aad eddputaloend osfcrt he
ges. As shown in the excerpt
X beginning at line seven

(annotated

i-nvention
bel ow, t he
w1

Congressional Research Service



Patent Law: A Handbook for Congress

The

Following
numbered p
the m

form

US 10,000,000 B2

mnﬁpmuismpluxu—ec\!ﬂi:l[lﬂ Proceszing of the photo-
event sequence 104 yield: target informaton, inchding
vahses 205 such as those ilhestrared in the fizure. To aveid
sanmation of the GmAPD detector, the local oscillater level
is reduced. The signal intensity detected is:

e N N Moo 3w B o msImg s

where I, is the mumber of siznal photo-svents, W, & the
mnhaoflxa]mﬂmﬂw‘ho—e\m N I the mumber
of dark counts, and 1), 1= heterodyne detection efficency.
al approach o implementing P LADAR with
Gn:.}&} detacmng mm'sm;gs besn ngu record 2 termenal
sequence of photo-vents and depicted i FIG. 2 then
process the reconded events to compate a Fourer ransform
resulting in a frequency spectrum mapping of the events as
ilhustrated in FIG. 24 to determine f and o
FIG. ilsahhckdlmﬂlmgifnnhmm:scm
ent optical detection for FM LADAR. in accordance with
embodiments of the present disclonme. The optcal detector
300 iz enploved as the detector amay 126 m the system
depicted in FIG. 1C. The optical datector 300 i formed by
a two-dimensional M« array of pixels. The aptical detector
304 is a larze format ammay havins more than on the arder of
ten pixels in each divection and preferbly having an the
m'dernd']nmdr\edsu\fpn.ﬂsm’mmeanhdnemmte;
a 512=312 or larger amay). Each pixel within the optical
detector 300 has a photosensitive material 301 receiving the
simspidal emm comprising remum light and coherantly
ingerfaring local oscillator a5 described above i con-
nection with FIGS. 1C and 1. The photosensitive material
301 for each pwalpndm:unnnmhzmwmm
Ty a local processme cirowt 304 for the respectve pixel.
Each local processing circuit 304 receives a local clock
305 and s four vahae 5 306
signal mn;muftequadnmre mﬂl}gm]s
during a single sampie period. The local clock siznal 305 is
received fom, and the quadrahmre sipnals 30§ are provided
i, a data bos 307 that operies lmderﬁ:ecmlnct'mm'
more timing‘conirol signals 308 and that outputs =
dizital representations of the guadrature siznals 306 on a
siznal line 309 to 2 processor or conputer 310. Processor’
camier 310 (or at least portions thereof) may be formed on
the same mnteprated conowt chip and'or packased within the
same meeprated cinouit package as the remainder of optical
datector 200. Within the processorcomputer 310, each of
the quadrature siznals is separately processed m the manmsr
described abowve in comnection with FIGS. 2 and 2A. The
300 coherent

The qua
omlgmms—mdtﬂ&ﬂmeﬂmnmphﬂu.‘emm—of
the IF are conpured at the semsor frame rate, allowing
datection to be performed on a large formar 10 detector.

It shomld be noted that, althoush quadratme compensnts
are described in the embodiment above, the
mmnber af samples tuming a clock sample period

may be less (2 g, thres) or more (e, fve ar zeater) than
four. The mumber of paralis] siznal lines 306 from the local
proceszing ciroxt 304 for each pixel and the data bos 307
would nararally match the mmber of at
me=rvals dunnz a single sample ples cprad
Applications of synchronous cohersnt optical detection
for FM LATIAFR. inciude real-time nferferometry, velodty

]
measmement. vibmton sensing, two-wavelength 30 imaz-
me, amd wavedont sensing for ammosphenc compensation.
Synchronous coherent optical detection for FM LADAR
enables 3D imaging at moch longer mnges than AM sys-
£ fems, u.ndlsnpjlh:ah]e?oﬁ:e mming ncustry and virral

FIG. 4 illstrates use of synchoonous coberent optical
detection for FM LADAR. for real-time interferometry in
accordance with embediments of the present disclosure. For
19 real-time inferfsromatry, the phase data from coharent syn-
chronons detection is equivalent to an mfsrferogram, and
quadrarare detection is squivalent o phase-shifims inferfer-
omey. In the real-time mrerferpmetry system 400, an Fh
laser source 401 emits ilumination $02 that is sphit by a
beam splseer 403 soch that a pomion is recenved by a
fremuency madulator 404, which produces frequency mods-
lated Mlumination 405 based oo the emirtted light 402 A
remainder of the emirted light 402 passzes through a lens J06
1| cmto a half-sihversd muirrer 407 that reflects part of the Hght
ombo a test surface 408, Portions of the light reflecting of test
surface 408 paszes trouzh mimmor 407 and through lens $08
to mmpinge upon an optical detector 410 smochmed as
depicied n FIG. 3. The reference lizhe 405 passes throush
4 a lens 411 and reflects off half-silvered mirror 407, and then

n&aw:ﬁxelﬁmdpasmgmudlm-ﬂr'mmte
optical detecror 410 comesponds to the retum light 124
3| reflected off the farget 123 m FIG. 1T, while the rference
light 405 refected off the mirror 407 to reach the
detector 410 camesponds to the local oscillator light 127. In

14 conditions. The phase difference berwesn interferograms at
different times allows detenmination of displacement, and
ﬂmzﬁlrembmfunam(amcemsplncmmm
me is velociry), and messurement of velocity perindicity
allows determination of vibration. The difference between
41| phase measurements at two wavelengths (which may be
recorded sequentially or, for an advanced symchmomons
detector, oo two interference frequencies) provides 3D

mmaging.

For torulence compenzation, cobsrent synchmomens
44 detection also allows real-time recording of comples-vales
mages, fo which a sharpness alzonthm may be wsed to
determine

“Amospheric turbulence comecton using
defection: experimental results,” Oﬂscdgrs
11438-11651 (2004).

For dizital helography, cooventional defector amays
= empioy long pulse dhmination with 2ero interfarence fre-
quency. The static frings recorded represenis cnha—
ent information on 3 spatal camier
Synchronms coherent detection can operate at =1 mther
than =2
af  Modifications, addibions, or cmizsions e made tothe
systems, apparatuses, and methods described herein without

from the scope of the disclosure. For examyple. the
components of the systems and apparatosss may be iee-

&9 disclosed herein may be performed by
rmm Emm:mmmmemmm

may inchide more, fewer, or other steps. Additionally, steps

1S text
agraphs
es and

2L Those requirements are explained in deitgita. Seediscussiorinfrai nPatént Application Requirements’

221 ROBERTA. MATTHEWS, JR., ANNOTATED PATENTDIGEST§ | : 2 4 Theeddodepch gpecification contains a
series of numbered paragraphs [whene] patent applicant defines in concise terms the specific invention that the
patent applicant particularly claims as his invention. These paragraphs are referred to as paténi) claims.

textual description nnuss ti nmeoertd esrp efcoitf itch el epgaatl

ual descriptcCiloagi ntsa s ércé¢ escloddi
setting forPhhehatclhiems nver

bounds of t he

patent
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invention, and thus the scopZ@Sone tchfep l idegm i
ow:

claims appear bel

What is claimed is:
1. A laser detection and ranging (LADAR) system, com-

prising
a two-dimensional amay of detector elements, each detec-
tar element within the amay mchading: 1%

a photosenszitive ezion confizured o receive remom
light reflected from a target and oscillating local light
from a local lisht searce, and

local processing cironiry coupled to an output of the
respective photosensidve region and configured to 20
receive an analog siznal on the outpuat and to sample
the analog sigmal a plorality of times dunng each
sample period clock cycle to obfain a phurality of
components for a sample during sach sample period
clock cycle; FL

a dafa bus coupled to one or mere outputs of each of the

detectar elements and confipured to receive the plural-

iy of ;ample components from each of the detector

elements for each sample peniod clock cycle; and

a processor coupled to the data bus and configured to 30

receive, from the data bus, the pluality of sample

components from each of the defecter slements for
each sample period clock cycle and to determine an
amplinade and a phase for an interfering frequency

corresponding to interference between the emm light 32

and the oscillating local light using the phmality of

sample Components.

1. The system accarding to claim 1, wherein the two-
dimensional amay of detector elements comprises a large
format amay. a0

3. The system accarding to claim 1, wherein the phrakity
of sampls components are quadratore components and
wherein the quadrature components are employed to deter-
ming an amplitode and a phase for each of a plumliy of
mterfering frequencies comesponding fto  interferemce 45
between the retum lizht and the esdllating local light

right

The 1indi vsi dwmiatlh icnl acuasceh i pna ttahbaito eislseari vme atroe de fine t

inveffThone | imitations, taken toboadependeat

fort

clagenserally do not reference Jt10p@Ant emltaiims ;anfor
independehetp ecndaeimt. ol aihms ot her hand, reference art
of previ?fuosr celxadimpsimes 2 ’aOn@d@ t3e¢ motf arhe dependent cl
claims have specific legadl memgaidemenk®$] atwhi cihn a

Rights Conferred by a Patent

A patent confers certain legal rights on

23 Thorner v. Sony Ent. Am. LLC, 669 F.3d 1362, 1367 (Fed. Cir. 2012 the claims that define the metes and
bounds of the patentexeinvention” (ci tation omitted)) .

24 Hyatt v. Dudas, No. CIV A 04138 HHK, 2006 WL 2521242, at *1 (D.D.C. Aug. 30, 20G6),df561 F.3d 1307
(Fed. Cir. 2008) compoaed of miltiplg éleenents and/ordimitations.... himitations ... usually
describe the c¢claim’s restrictions, or the interact
contain several claims, and each claim usually containsaséver1 i mi semalsaBelllComn® ) p s Rs ¢ h.
VitalinksCOrp. mmke®615 619 Fed. Cir. 1995) (“[T]lhe language
protected. invention. ”)

2535 U.S.C. 8 1 2 ( d )claith th fependent form shall contaa reference to a claim previously set forth and then

s

its own
others from making, using, 1mporting, of fering f

i

(0]

I

of

specify a further limitation of the subject matter claimed. A claim in dependent form shall be construed to incorporate

by reference all the limitations of the claim to which it referk. .
26 Seediscusioninfrai nPatént Application Requirements’
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“practicing §tNhet aibnl vye n tt ihcem nphagt geant ii gvh@xsd lauwbches r s

from practicfmlge that emtvegtdom;does not include t
owner fPbndother words, a patent allows the ownert

importing,aloef,f eari nsgelfloirng the invention, but

doe

to per foramf ftihromM%Emiawelse. circumstances, a patent e d
in a particular manner S3hlahye iitnsferlifmr gehd rpiantgeert ta niost b
bl ocki nbge cpaautseenti t bl ocks pr a%%Blioccek ionfg tphaet epnattse nnaey
for example’s whanma patewndti rected to an 1 mpr ove me

invef®lmomhat case, t“hleotpkragtinadé¢ ohHhteme¢ matent

improv¥®% ment

The exclusive rights granted by
xpire twenty years from the da
rmbmagxtended under certain ¢

)

€ cumstances;
egulatory reviewamhidnaok Admbaf
h

athenFObHDA)

a
nitial!]l
ommon f
nterest

T =0 =g T o

on

the patent begir
e ¥ Thhaet ptahtee nptat e r
r
e

for
1n

ar maceut¥ocra If opra tdeenltasy)s due to ¥ertain PTO proc

t &natvse t he attribut®Accof dpagd ynabhlphopmght yitle
y vests with the inventor, ®*IThatsinterest
or empl oyment ¢ on twhaiccths atno eimmpcl louydeee parsosvii
in any patents devel ope™iimi ltalrel ycour s e
atents may be s ol d*Af pam emrte opvanretry maoy ad stoh efro.r m

2135 U.S.C. 271(a).eealsBBl oomer v. McQuewan, 55 U.S. 53%n 549 (1852) (

grants, consists altogether in the right to exclude every one from making, using, or vending the thing patented, without

the permission of the patentee. This 1is all that he obtain

28 SeeBloomeg 55 U.S. at 549.

2 Animal LegalDefFund v. Quigg, 932 F.2d 920, 935 (Fed. Cir. 1991)

issuance of a patent gives mno right to make, use or sel

301d.

31 SeeRobert Mergesintellectual Property Rights and BargainifByeakdown: The Case of Blocking Patei®a
TENN. L. Rev. 75, 8682 (1994).

32 See id.

331d.

341d.

3535 U.S.C. 8154(a)(2). For patents whose application was filed before June 8, 1995, the patent term is seventeen
years from the date of issuance; for ptaevhose application was filed after that date, the patent term is twenty years
from the earliest date to which the application claims priority. Novartis Pharm. Corp. v. Breckenridge Pharm. Inc., 909
F.3d 1355, 1358 (Fed. Cir. 2018). Before the changatenp term, patent applications could remain pending for many
years (in some cases, decades) before issuing and then disrupting developed industries because the term ran from the
date of issuanc&eeMark A. Lemley & Kimberley A. MooreEnding Abuse of Rant Continuations84B.U. L. Rev.

63, 7980 (2004).

36 See generallg5 U.S.C. 8156.
371d. § 154(b).

1 a

%81d. §261.
¥Seeid,. Beech Aircraft Corp. v. EDO Corp., 990 F.2d 1237, 124
inthe inventorwhanay t hen, barring any restrictions to the contrary

40 See, e.gDaniel F. Spulbeintellectual Contract and Intellectual La®3J. TECH. L. & PoL’y 1, 55 (2018); Robert
P. MergesThe Law and Economicd Employee Inventiond3HARV. J.L.& TecH. 1, 2 (1999).

41See, e.gSteve LohrMi crosoft s AOL De aNY.MTmes@pris9 20i2gas Pat ent War s
https://www.nytimes.con201204/10/technology/microsefb-buy-aolpatentsfor-morethan 1-billion.html

s

(describing Microsoft’s purchase of more than 800 patents
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another p
for compe
to lisc&ns

arty peromimatkieng utslkeeg dtmlpeor tparotry stel 1
ns t
e

Patent Appeals

Unlike most cases in federade chamatd hyppaeadisng
couwt hle. S. Court oFedppedIF€idfeacmit'{f Kppealig )fr om

decisef ob. S. district courts 1in most mnonpatent
Appeals for difé€grents geographic¢tal) Sitting i
created the Federal Circuit in 19®2&1l tmhowgheth
Supreme Court 1 esftitther FreadteatailoCss refuipatent 1

a

ion (e.g., a |l u%HYuch m paomemac tori sa

In ev C
c A
n
O©Trt

a w

S

dumg the first two decexdestoeficethei Fedecaht Cyea n:
has taken more intdmesnaniynopatbwsel awsesses he

reversed theés Fendeerraplr eGiaf{Neoitt adtfe spat Fretdelraw. Circu
decisions play a large role in the acquisition a

Patent Requirements

The process for receiving a patent BAgPTO wit

h t

patentere xtahmeimm reviews the application for compldi

42Thomas R. Varne An Economic Perspective on Patent Licensing Structure and Provigishes NOUVELLES 28,

32 (2012) (finding, based on a study of nearly 1,500 licensing agreements filed with the Securities and Exchange
Commission between 1994 and 2010, that 83% ehBes used a royalty with a rate basegementage ofales,

number of units sold, percentage of profits, or percentage of costs).

S MATTHEWS, supranote22, at5§ 3 5 Inkskence;“a patent license is a permission, backed by a contractual
promise not to sue, for a party to perform acts that without the license would be deemed acts of infrihg8e®nt.
also35 U.S.C. 8 6 1Apglications forpatent, patents, or any interest therein, shall be assignable in law by an
instrument in writing. The applicant, patentee, or his assigns or legal representatives may in like manner grant and
convey an exclusive right under his application for patentatars, to the whole or any specified part of the United
States: ) .

44 Daniel KazhdanBeyond Patents: The Supreme Ca&iEvolving Relationship with the Federal Cirgu@g J.PAT. &

TRADEMARK OFF.SoC’y2 7 5, 2 9 4 nlikRedegianal coarts pf "Hpplsabecause the Federal Circuit has
exclusive jurisdiction over the questions of law that it decides, it can create unifdrmity.

45 MARION T. BENNETT, UNITED STATES COURT OFAPPEALS FOR THEFEDERAL CIRCUIT: A HISTORY, 198219904-8, 10
11(1991) See alsd@imothy R. HolbrookT h e F e d e rs@&dquieSdence(2p6Am.&J. L. Rev. 1061, 1065
(2017) (“When the Federal Circuit was <created, it had a

mo

morass of patent case law developed by theregiomak c ui t s. ). The Federal Circuit has

number of nonpatent areas as well, including appeals from the PTO, the U.S. Court of Appeals for Veterans Claims, the
U.S. Court of Federal Claims, the U.S. International Trade Commissidriha U.S. Court of International Trade. 28
U.S.C. §1295.

46 paul R. Gugliuzzalhe Supreme Court Bar at the Bar of PateB&NOTREDAME L. REv. 1233, 123-35 (2020)
Peter LeeThe Supreme Assimilation of Patent L. @&d#4MicH. L. Rev. 1413, 142122 (2AL6); Timothy R. Holbrook,
The Return of the Supreme Court to Patent,Ll®MKRON INTELL. PROP. J. 1, 2 (2007); John F. Duff\{f heFesto
Decision and the Return of the Supreme Court to the Bar of Pa2&®@8Sup. C1. REV. 273, 274 (2002).

47 Samuel F. Ernst\ Patent Reformist Supreme Court and Its Unearthed Prece2@RORDHAM INTELL. PROP.
MepA&ENT.LJ. 1, 5 (2018) (“Since the year 2000, the Supreme
patent law cases in 74% oftheiopi ons it has issued revild298 atg9(20hljt cour't

Court

(“[ Tl]he need to modernize our patent |l aws has found expres
the Federal Circuit in six of the paterefatedcase t hat it has heard since the beginnin

48 See generallg5 U.S.C. 8111.
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for receiXNlifngt hme peaxtaemitner determines that
requirements, s he SWlHhlel arpepjleiccta nthheem aagpnpglmidceatthidolny.
application in an effor e ®mntcicv etrtheeo mex atmhi en eer x admit nee
that an application meets a“hl l”athset Ao pdatcantiaomi Iti
i ssue a%Pat epmtt epirto.selcaitpOMeppl ying for a patent,
concerns, and TAs el TO nex a rhien eprast embugenat hkbl yane
subject specialists in the relevanMasnudaknot
Patent ngx #mio@cdPRlRF ) as guidance for° examiners

The following sections outline the requirements
patent The discussion begins with twmayyrelimina
receiveam pateantwi th some emer ging 1ssues 1in
(Al) in recent years. Second, a discussion

t heer son of 70dthei maercy iwkhishlehasaddod¢do the substant
for patentability. Those substantive requirement
requirempatendfagppthiacatiisgnrequirements regardi
describes tdet henvleenteilongf acnl arity required
requiremeéenvendvdfaomealey, that the claimed invent:i
matter and not be too similar to what has

fail to meet one or more of these %lefqumi rpeamheemtts
claim issues as part of a patent and i1is later
then that ¢ tanivikalnidd gethpddtiehgge d¥ it is enforce

49 SeelaMES E. HAWES & FREDERICM. DOUGLAS, PATENT APPLICATION PRACTICE § 2:4(2020) (providing an overview
of the patent application proces§gneral Infomation Concerning Patents.S.PAT. & TRADEMARK OFF. (Oct. 2015),
at https://www.uspto.goyatentsgetting startedgeneralinformationconcerningpatens.

50 Hawes & DOUGLAS, supranote49, §14:2.

511d. §15.715.19.

52|d.§21.1.

53 Nick Cornor,Are Changes to the U.S. Patent System Obijectively Killing InnovaBdi€URRENTS J.INT’L ECON.

L.87, 90 Patenbpro8erutign Yefers to the proafsmpplying forapatent” ) . Al t hough the foregoi:

discussion provides a highvel overview of the process, patent prosecution is governed by specific laws and
regulations, the detailed discussion of which coilli$ own report.See generall{iawes & DoOUGLAS, supranote49.

54 Lital Helman,Decentralized Patent SysteBONEv.L.J.6 7, 89 (201 f8¢r ¢ “BRTO® emamlawyers.
Reilly, Decoupling Patent Lay®7B.U.L.REv.5 51, 592 (2017) liké patsiagrthe wardingofl ¢ g a1

documents, analogizing and distinguishing precedent, and applying canons of document interpia@tti@iter

suited for legally trained judges than legally limited

55 See Manual of Patent Examining ProcedWeS.PAT. & TRADEMARK OFF. (9th ed. June 20203t
https://www.uspto.goweblbfficespac/mpep/index.html

56 HawEs & DOUGLAS, supranote49, §14:2.
57 Steven AdamsorPharmaceutical Patent Wars, ResePayment Settlements, and Their Anticompetitive Effects for
Consumers30Loy. CoNsUMERL. REV.2 4 1 , 2 6 7 niavalid gatent dog&s[nat ineet the statutory

requirements.) ; Connel l v. Sears, Roebuck & e€damofapaent F. 2 d
declared invalid can be enforced ....7).
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Inventorship Requirements

Under current 1 aw, nly natural pllowemsrmaytbes.]
common for 1nvent0rs t o as s i®Furtthheeirr, paantyeonnte rtiog b
t heentmoor has assigned or is under an obligation
in the’si m®met or

An emerging i1issue 1s whethes anvAhtdevita mayeqau
decision, the PTO r eheercet etdh ea Ipiastteend i4npwpel nitcoart i wans
that case, the applic 49XABoUh sn atnheed®Tahny eAnlp pdreivciactei ocna
further “tsheatiendvearhtaiton was autonomous®Tyhegenerated
PTO rul eAd tchhasitl damot be an inventor because, 1 n

provisi onosn hpgetrunriatlt epde r s o®hFso rt oc xbaempilnev, e nt thoer sSP.TO r ¢ a
patent statutes repeatadliwPadmddothaoastmedotiheeat or
Patent ACc¢H] ho’agctreecratthcast a new invention may TreceiV
suggested that the in¥Entaoakl musthodeP EOnmndasade ¢ ¢
Circuit had indicatedumsnt aarheee sp atshta tunadre ri dvuefnfteare r
person (although the Federal Circuit has mnot dir
device may BThenEunwpaaorPatent Office has simil
applications nanmienfft o dABUS as an i

The question of who invented a particular invent
two people c¢claim to have invented the same thing
t he firsltviieen}tannlcolar invention was generally r
priority 1in ©%botnagirneisnsg cah apnagteedntt.hat practice, how
President Obamé miAmaridcd hen L&ty ApplidmAY ons i
SMBO Labs., I nc. V. Becton, Dickinson & Co. , 602 F.3d 1306
corporations, seealsaBeech Airataft €atipt vi EDO Corg’, P90 F.2A37, 1248 (Fed. Cir. 1993)

(“[O]nly natural persons can be ‘inventors. 7).

59 See supraote40 and accompanying text.

6035 U.S.C81 18 ( “ A whamthe inventar bas assigned or is under an obligation to assign the invention may
make an application for patent. ”).

6% 1n re Application No. 16/524,350, Decision on Petition, 2020 WL 1970052, at *1 (Apr. 22, 2020).

2ld.DABUS i s an Deuvicefar theyAutonbroous Bostt r apping of RebectaiTapscotBe nt i ence .
USPTO Shoots Down DA B UBVaTcBooa(Mdy 4, 2020), rahites viwovipsatchdag.com/
202005/04/uspteshootsdabusbid-inventorship/

63 Application No. 16/524,35@020 WL 1970052, at *1.
641d. at *3.

85 |d. at *3 & n.8 (citing 35 U.S.C. §800(a), 100(g), 115(a)).
661d. at *3.

671d. at *3-4.

68 EPO Refuses DABUS Patent Apations Designating a Machineventor European Patent Office (Dec. 20, 2019),
athttps://www.epo.org/newsvents/news/2019/20191220.html

69 eahySmith America Invents AcRub. L.No. 112-29, § 3(n)(2), 125 Stat. 284, 293 (20149e alsdSanofiAventis

v. Pfizer Inc., 733 F.3d 1364, 1366 n.3 (Fed. Cir. 2013).

®See,eg. Biogen MA, Inc. v. Japanese Found. f¥kheAlCancer Rsch.,
changed thegtent system, among other things, from a-fiesinvent to a firstinventorto-file regime for determining

patent priority? ) .
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er March 16, 20Tf3ihliegeapplaildat ithre Wit tt Ipe r
7

or a
t linventor.

ft
he
The Person of Ordinary Skill

Many of the patentability requirements discusseoc
“persondofiary §kPAdYI"EA me he mas t tae fpeerrrseodn thoa vaisn g
or di SkPMHOS Fdh Apt chres oanr ts Ka htle d HF ok i kax papil e,
t he tion whether an inventiomiwowmlgd whate bee
woul ve been known to a person of ofdinary s
The n of ordinary skill i*dnstkupdothbdei palksc
or di skill is e@sdsusem¢domnoahmhadverahai hgvebmmbdn
i n, as well as all of {Rekuppnbforcl yxampl ¢ a
gal question in determining whether an invent.i
r tpiantgepmthiest her an iifmacdinvtiiomns Wwaos the inventor, b
e invention would have been obvious to this hy

e o
e BT R

B B0 an B
C O o n<
o

e
a
t
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50 o B

Claim Construction

Bot h @&s pwaleindi ty and t he tdetuedrami mpattieconnt wlhse ti mefrr ia
turn on the meaning and sd&pe ekampteicuhaer Fpadtea
has reversed a jury verdict of infringement, anc
damages, bacsleuds ioomn itthsatconhe trial court applied
cl ai m®Ttheer qp.r ocess for determining the meaning of
tocdaim cohstruction

0
h

1d.

72 See generallATTHEWS, supranote22, at 3 § 18:35.

7#35U.S.C.8103.SeealsKSR Int’>1l Co. v. Teleflex Inc., 550 U.S. 398, 4
“InreRouffet, 149 F.3d 1350, 1357 (Fed. Cir. 1998) (“Obvious
hypothetical personaving ordinary skill in the art to which the patent pertains. This legal construct is akin to the
‘reasonable person’ used as a reference in negligence dete
art references in the field oftheinve i on are available to this hypothetical ski
“Takeda Chem. Indus., Ltd. v. Alphapharm Pty., Ltd., 492 F

ordinary skill is a hypothetical person who ispresumddto a war e of all the Cpsbmtinent prior
Accessories, Inc. v. JeffreAdlan Indus., 807 F.2d 955 (Fe@ir. 1986).

KSR 550 U. Bhequestion ig ribtowhethér the combination was obvious to the patentee but whether the

combination was obvious to a person with ordinary skill 1in
“"™MPHJ] Tech. Invs., LLC v. Ricoh Ams. Corp. inangvalidityF. 3d 1363,
analysis is to construe the c¢claims of the invention to det
(quotingSmiths Indus. Med. Sys., Inc. v. Vital Signs, Inc., 183 F.3d 1347, 1353 (Fed. Ci}))1999 Na z o mi, Co mmc ’ n s
I nc. V. Nokia Corp., 739 F.3d 1339, 1343 (Fed. Cir. 2014)
construcSedals@ VII M, ”LLC v. Mc Af ee, Inc. , 851 F.3d 1356, 1362
construed the samewayt t he purpose of determining invalidity and inf
BSimpleAir, I nc. V. Sony Ericsson Mobile Commc’ns AB, 820
®Net word, LLC v. Centraal Corp., 242 F. isdhejudicial7, 1352 (Fed.
statement of what is and is not covered by the technical terms and other words of the ¢émsalsd\bbott Labs.

V. Sandoz, Inc., 544 F.3d 1341, 1358 (Fed. Cir. d2008) (“Th
‘claim construction,’ where the scope of the claim is defi
1305, 1308 (Fed. Cir. 1999) (“Analysis of patent infringem

establishes thecope and limits of the claim, interprets any technical or other terms whose meaning is at issue, and
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There are two standards fer Oert¢ermipangnt hkbaprops
patent lai“mhtemmans ngi vtbat the term would have
the art in question at the time of the inventior
appl i®Thi o nnnge ainsi determined by analyzing evidenc
language of the ¢l aims, specification, and histc
extrinsic evidence (e. g., di ¥Beomusd amhlias de xpert
was clarified by the FPehdielrlailp sCiyr.cd vAiWH ssCiotetpierr g eedn

t “Phi lsltiam¥ar d.

If the claim being interpreted is part of a pate
however, thd¢tstaadmest mge¢aedilhbe eF ecdenrsat Ir uitri comi. t
explained that this standard, which 1is understoc
unde Pht bbtiam%Baaprpdl,i es during examination because t

her claims “had therepporetunity and responsibilit
term meaning by am®nding the application.

Patent Application Requirements

Claim Clarity
Under 351 1WU2(Sb)C,. t§he ¢l aims appe dmarhtgi caul] frhley emadi

out and di[sfthien stulby ecltaimmtter which the inventor
inveii®Tihams. i s s omet i ndeesf irnei fteernree¥d® atroe gausi ¢tEhmee m§ me e
this requirement %y fboeaeimng holseea rs keaddwglh itho t he ar
invention with "Jlefa sao ncalbaliem cfearitlasi fiftoyd smfaenhdi t i s st
theref ofBhd nSwmgrntedmhea sCoduers c r i b e de stsheTmso iraehqgeu i qrueimde n t
pro quo underlyi‘agabhes paf tnd¢i gmt’btencvadutfJteme nt 1 n
patent holder should know what he o ®hlsh,e and the
de feimeists requiremderetlitchu e badtaamrcs tthe 1 aw attemp
inventors, who rely on the promise of the 1law tc

thereby defines the c¢claim with greater precision than had
80 Phillips v. AWH Corp., 415 F.3d 1303, 1313 (Fed. Cir. 20@%)banc).

811d. at 131319.

82See,e.g. Hami Il t on Beach Brands, Inc. v. f’real Foods, LLC, 90

8Phillips, 415 F.3d at 1316 (“The Patent and Trademark Office
applications not solely on thmsis of the claim language, but upon giving claims their broadest reasonable construction

‘in light of the specification as it woulndeAmdAcad.oft erpreted
Sci. Tech. Ctr., 367 F.3d 1359, 1364 {F€ir. 2004))).

8Cel gene Corp. v. Peter, 9 3And[iRterpaite réviewshtthe tinle®fzheseFed. Cir . 20
proceedings, used the broadest reasonable interpretation for claim construction rather than the narrower standard from
Phillips v. AWH Corp.... used in district court. ) .

8 n re Bigio, 381 F.3d 1320, 1324 (Fed. Cir. 2004)
835 U.S.C. 8112(b).

87HZNP Meds. LLC v. Actavis Labs. UT, Inc., 940 F.3d 680, 694 (Fed. Cir. 2019) (describing one of the purposes of
“the definit e n toaffordcleargnaticerokwhat is belhg claisned so as to apprise the public of what is
still open to them ) .

88 Nautilus, Inc. v. Biosig Instruments, Inc., 572 U.S. 898, 910 (2014).
89 See, e.gIntellectual Ventures | LLC v.-Mobile USA, Inc., 902 F.3d 1372, 1381 (Fed. Cir. 2018).
9 Festo Corp. v. Shoketsu Kinzoku Kogyo Kabushiki Co., 535 U.S. 722, 731 (2002)
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should be encouraged to pursbeybdpndotvisei onygnetopea
exclusi™e rights.

Specification Contents

The specification must also meet ce@aatawrmttequir e
description of the invention, and, ®wh itshhe imanner
referredridvtenm descr.$Thteiroint treenq udiersecmeinptt i on r e qui
whetnhe spe@wiefaisomtaibdry conveys to those skilled 1in

ossession of the ¢l aimedofs utje¥beactatmbte er as of
nve’hitsi odne fi ned by the patent <c¢claims, the pract:i
onveys possession of the sub%Tehcet Freadietrear]l odi rac upia
xplained t hatr whhaedt hpeors saens siifrowmeqmnotifa ¢ hean novkjned ¢ toinv
nto the four cormners of the specification from
Pand requires tdhees csrpiebcei fainc aitnivoenn ttiooend uanrdteirssatna n d
nd show that the inventor #®dfual pptiemventad mt h e
dequately described in the®specification, then

n mus t “eanlasbol ep raonvyli Idpeedr ssiuafnf tislckd e aatt t ¢
S , or with whict hiet iin¥ emdasitonne ar
hPBegai ¥ € mémgvaethintsi olnh £i ned by t he
tent ¢l , herptahet spalcidnalaysion iesmnawlhetsha
make and use the f¥Thuscople odnablpamdnt ud aqu i
en the spectilfiocatdbnl tedchesthe art how to mak
ad mien vent fuonnd uvei tehxopuet®iInfie ntthaet ifounl I scope of a ¢l
en that ¢ aim is invalid.

e specif
ich it p
a
a

tio0

ailn
ferredn e n
t

ﬁoéq—h@"&éﬁmmm"'@o_"c

OB BE B/BO0C® 0SS

e specificatiot hmudbtesa]l snwmdepeceonftempiated by t
ventor of carr¥$®Thlge otutma cthe meeagusinrtehmennti f i nvent
ssess a best mode for practicing the inventior
sufficient information such that one reasonably

<

3

N

ol|d.

9235 U.S.C. 8112(a).

93 Ariad Pharm., Inc. v. Eli Lilly & Co., 598 F.3d 1336, 1340 (Fed. Cir. 2010) (en banc).

“Rivera v. Int’1l Trade Comm’ n/(quotthgAfiadB98F dcat1351).5 , 1319 (Fed. C
% See id.

9 Ariad, 598 F.3d a351.

97 See, e.gldenix Pharm. LLC v. Gilead Scis. Inc., 941 F.3d 1149, 1164 (Fed. Cir. 2019).

%35 U.S.C. 8112(a).

9 Ariad, 598 F.3d at 1340.

100 Tryustees of Bos. Univ. v. Everlight Elecs. Co., 896 F.3d 1357,-63§Fed. Cir. 2018).

101 Monsanto Co. v. $hgenta Seeds, Inc., 503 F.3d 1352, 1360 (Fed. Cir. 2007) (quotiegVright, 999 F.2d 1557,
1561 (FedCir. 1993)).

102 Everlight 896 F.3d at 13665.
10335 U.S.C. §112(a).
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mod¥Unlike the written description and enablemer
be held invalid for a *®ailure to disclose the be

Patentability

The preceding requirements

ontrol th
Tk following requirements relat t

C
(&

Patentable Subject Matter

of the Pat@amty Aectw (@Sac tuisernd ull 0 p) oscteast
, or compositiompoéveme¢’'herphercraethhl ne
ntion WPe¢pio¢hehersqamregmentbroad sc
ehSsplomg Geddt that this provision c
yhanatrawude phenomerdare amat ¥Fasttamtca b li a.e :

Section 101
manufacture
if the 1nve
however, t h
Speci ffl'e wé 1
To determine whether a patepumdicilali”Tmoxoaoecpmpans e s
patentabilits,tep@®P®hietstt.usethe ¢t¢wort determines whe
to ofiethe Ndeptti dms. then the court determines v
“Imlnventi Veuchntceptt the claim is more than just a

nature, or natud®al phenomena itself.

The law of patemeadileedubgesctamaeanteron than the
unt il about a decade ago, when the Supreme Court
doctMSinece then, some stakeholders (including a
have zcerdi ttithcei Supreme Court and the ¥Fedpraé¢sCireou
a predictable way, and applying it broadly to 1in
ot eé8TthieonFFederal Circuit itselfi shiaosn sowrggested t
gressional intervention is needed to prevent
t*faslti d ummer, the Senatse SCobnenvintntietet eoen otnh e |
lectual Property hel d atthirveee rdeavyiss i oofn sh et aor iSreg

n
1
t el

etitioners have also asked the Supreme Court

— =5 0o

T
0
el d
nt e
0P

134

1041n re Cyclobenzaprine Hydrochloride ExtendBetlease Capsule Patent Litig. 667.3d 1063, 1085 (Fed. Cir.
2012).

10535 U.S.C. 282(b)(3)(A).

1061d. § 101.

107 Mayo Collaborative Servs. v. Prometheus Labs., Inc., 566 U.S. 66, 70 (2012).

108 SeeChargePoint, Inc. v. SemaConnect, Inc., 920 F.3d 759, 765 (Fed. Cir. 2019).

%Al ice Corp. Pty. v. CLS Bank Int’>1, 573 U.S. 208, 217 (20
110|d_

111 For the history of the law of patentable subject matter and its developme@RSeReport R4591®atentEligible

Subject Matter Refen in the 116th Congresby Kevin J. Hickey

1125ee, e.gPaul R. MichelReviving and Repairing the American Patent Sysgitiep. CIR. B.J. 263, 27780

(2018). Paul R. Michel is a former chief judge of the Federal Circuiat 263 n.al.

113 SeeAthena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 927 F.3d 1333 (Fed. Cir. 2019) (denying en banc
rehearing of the Section 101 issue, with opinions by eight judG&S;Legal Sidebar LSB1034dydges Urge
Congress to Revise What Can Be Paterttgdevin T. Richard¢discussing théthenaen banc denial in more detail).

1145eeSen. Chris Coons & Sen. Thom Tilll/hat Coons and Tillis Learned at Patent Reform Hearibhge/360
(June 21, 2019 at https://www.law360.com/articles/117167%fideo of the hearings and the writtentte®ny are
available onlineSeeThe State of Patent Eligibility in America: Part I: Hearing Beftree $. Judiciary @mm.,
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jurisprudence -pmnofii Helmdb adsactsef, Mmiegh her the Supr e m
Congress has revisdé@lits approach to Section

Novelty

An applicant also may not rectiThasag pdt¢he ohasa
invention was, among other things, in public usec
the filing date of tthe patedn tg¢{Tbhdee ] rifecgu iiaroepnpetntethm ¢tnh
the invention be different fmowmelwhyt & Ppuicr dradmtr ¢
establish a lack of novebsvuanthke pPoOcexamignegr a@a
chall degipmag etnt Dp r ie dsreesfretorne nc e s , such as publicat
patents, that establish what wass aklnloewgne d n t he ar
invehToowemonstrate a lack of novelpaytént, in oft
cl ai“ann ti s ¢’i)ap astiendgl ¢ reference (usually, a patent
l1imitations Mo taa bplayt,e ntth ec Isatiant.ut ory prtaowision go
appl fschandtl be entis’tdhede tmvaenp dWOhhuss,u mtoht s nsotvactlu t e
places the burden on the PTO to®®demonstrate that
Under the statute, certain references do not qua
patetfiomgexamples bWy stchosiunventor or a joint 1inyv
before the filing date of the®Thisnesappliechesort
y e dgrr a c e "fpeerr iiomdvent ors to disclose 1nfsoirnngati on 1 ¢
the opportunitd to receive a patent

Subcommon Intellectual Property, 116th Cong. (201&)https://www.judiciary.senate.gov/meetings/stateof-
patenteligibility-in-americaparti; The State of Patent Eligibility in America: Part Il: Hearing Before the S. Judiciary

Comm., Subcomm. on Intellectual Property, 116th Cong. (2@1B}tps://www.judiciary.senate.gov/meetingsthe

stateof-patenteligibility -in-americapartii; The State of Patent Eligibility in America: Part Ill: Hearing Before the S.

Judiciary Comm., Subcomm. on Intellectual Property, 116th Cong. (28x19),
https://www.judiciary.senate.gov/meetingstgtateof-patenteligibility -in-americapartiii .

1155ee, e.g.Athena Diagnostics, Inc. v. Mayo Cattlorative Servs., LLC, 915 F.3d 743 (Fed. Cir. 20@8it. denied

140 S. Ct. 855 (2020); Ariosa Diagnostics, Inc. v. Sequenom, Inc., 788 F.3d 1371 (Fed. Cicaldgnied136 S.

Ct. 2511 (2016).

116 See generallg5 U.S.C. 8102.

117|d'

118|d_

119|d.

20Acoustic Tech., Inc. v. Itron Networked Sols., Inc., 949
anal ysis, the dispositive question is whether a skilled ar

referencethateveryl ai m 1 i mi tation is discl cAkamaiTechs., InclvaCableski ngle refer
Wireless Internet Servs., Inc., 344 F.3d 1186, 1192 (Fed. Cir. 2003)

12135 U.S.C. 8102.

1225ee id.

123 See generallid. § 102(b).

1241, § 102(b)(1).

125 peter LeePatents and the Universjtg3 DukE L.J. 1, 69 (2013).
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Nonobviousness

An applicant also may not receive a patent on ar
prio®Thustf. the differences between the c¢claimed i
tdh claimed invention as a whole would have been
claimed,heanthenapplican t®®Tnhaey Snuoptr ermeec eGovuer ta hpaast
directed that foued&wheatdesemmsaithgi ewthaasrthtder erhder
claimed invention obvious:

1. the scope and content of the prior art;

2. the differences between the prior art and th
3. the level of ordinary skill of the art; and
4

any secondary cons i dahgataiivoensi o(flailcsioa referred
nonobvilusness.

Secondary considerations/ objective indicia that
include commerfcdlatt bBwtccenmsqgl teodgneeds, and failu
provide evidencteher eigmwedn tnigo whwaouvhledd have been obyv
invettion

While a single prior art reference 1s generally
references may also be used to e¥Siathdliyh that a
demonstrating that all of the limitations 1in a c
however, is insufficient to esta®Blnsheatbattha 1in
party challenging the padendf musdi fary heki Ipr oweu
some reason to c¢ombi™Fort heex admpfifee,r ean tp arretfye rmanyc easr.
of ordinary skill would have had a reason to moc
incorporatingnaapothédisefesedce.

126 5ee35 U.S.C. 8103.
127|d_

128 Graham v. John Deere Co. of Kansas City, 383 U.S.-1,87 ( 1 9 6 6 )103, tHel$eodeeand cdntent of the

prior art are to be determined; differencesasein the prior art and the claims at issue are to be ascertained; and the
level of ordinary skill in the pertinent art resolved. Against this background, the obviousness or nonobviousness of the
subject matter is determined. Such secondary considerati@uwsranercial success, long felt but unsolved needs,

failure of others, etc., might be utilized to give light to the circumstances surrounding the origin of the subject matter
sought to be patented. ”).

129 Apple Inc. v. Samsung Elecs. Co., 839 F.3d 1034, 1088¢ d. Cir. 2016) (en ban—c) (“[E]vic
called “secondary considerations’ must always when present
(quoting Transocean Offshore Deepwater Drilling, Inc. v. Maersk Drilling UB&, 699 F.3d 1340, 1349 (Fed. Cir.

2012))).

10See,e. g KSR Int’>1 Co. v. Te2b007)¢determiming that clabnfs would haSe.beed 9 8 , 422
obvious in view of two references).

Bliddat 418 (“[A] patent c oomgroved ebvious Merely byvdemonstrating that eachnofits i s
el ements was, independently, known in the prior art.”).

132|d. at 41718.
133|d. at 42226.
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Maintenance Fees

Although not a prerequisite to receiving
fees (due at 3.5, 7.5, and 11.5 years af
i ssEbose BHegibOatat$ 3.5 years afd00 assid
after ®Fhaaacfees ¢ h¥nfgea ppationdtica lflayi 1 s to pay
then the patent s no longer enforceable.

Patent I nfarnibmgfeomenretme

Al though patent r1tights are granted by the goverr
those rights once granted; for examplbe, there 1 s
pat@®hnstead, the patent o wnheer pPidStfernets.pomsp dtl ent or
owner will sue a party she believe“Viiosl avtiionlgat i n g
the exclusive rights gramflriln ppyaifdehnpta.t s att i enr it
describe patentmdi tflitgedmeadwctrines, before tur ni
attempt to enforce a patent that she believes 1s

Proving Patent Infringement

Patent infringementdprembri,hfywhearfee spme ngvaor tfyo rimss: e 1
uses, import s, sells, or offers t ol nsdeilrlecat patent
infringement a party in some culpabl™ way cause:s

Direct Infringement

gsé& fl mn

A party directly infngngesi £ s
nfringes

ngpatmpor byng
the claim¥doideentmone whet her i

a party

134 HawES & DOUGLAS, supranote49, §24:2.

B5USPTO Fee Scheduld.S.PAT. & TRADEMARK OFF. (accessed July 9, 202@),https://www.uspto.golgarning
andresources$éesandpaymentisptefee-schedule#Patent%20Maintenance%20Fee

136 HAwES & DOUGLAS, supranote49, §24:2.
13719,

138 Dowling v. United States, 473 U.S. 207,227 (1985) Des pi t e its undoubted power to do
provided criminal penalties for distr i PatentinfimersGome&oods infr
Out with Your Hands Up!: Should the United States Criminalize Patent Infringen@Bis®r. INTELL. PRoP. L.J. 34,

343 5 (2 Ihénhd Ynited Sates, however, there are aominal penalties for patent infringemehnt) .

195ee35U.S.C8281( “A patentee shall have remedy by civil action fo
140|(.

141|d_

“2A third type of infringement, artificial infringement,
that Congress developed for resolutidrisputes between branthme and generic pharmaceutical manufacturers. See
discussiorninfrai nSpétialized Dispute Procedutesee alsdRichardssupranote8, at 1612. Infringement is
“artificial” in those situat i on sinfringing, eversthough hogartphasyetnt st at ut
practiced the invention, in order to encourage early resolution of those disputes.

14335 U.S.C. 871(a).See alsd.ifetime Indus., Inc. v. TrirrLok, Inc., 869 F.3d 1372, 1378 (Fed. Cir. 2017)

13 EH

(explainingthatapary can “make” an invention by assembling separate
as through commercial manufacture); Centillion Data Sys.,
(Fed. Cir. 2011) ( “eWéorpurpokes of infingement, @ partyumust put the inventior into

service, i.e. . control the system as a whole and obtain be
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and then compared to the pro#Tbetrer amethwd xaygass
patentee ¢thatpmavel ement of an accused product ¢
limitation. First, an element of atme&gdgdhwsed pr oc
claim limitation. Thilsi tidsnaddfyargr ¢ & ¢ o'@H @as ma n i enl ¢ =«
exampl e, if the limitation at 1issue requires a Vv
wooden doorknob, the accused product literally
An el ement may also medtocd rd¢ nei mifh iewtiuli evtail eanrt dssn d e
even 1 f the accusedlpt emdencdtd yao rc Imaeitnh ol di midioteast inoont,

may be met 1f the accused prodygai vaot etmh¢et hcolda iimm c 1

1 i mi #Utnideer. t he docsriam efFfemgnivadseaguivalent t
performs the same function, MFotrhe xaanpd ewa y.f ttc
limitation at issue requires a wooden doorknob a
door knob,d tphreo dauccctluisviecerdasdt! mtotat c¢claim 1imitation,
limitation under the doctrine of equivalents.

Indirect Infringement

I ndirect danffead ngteanecidnduct where a party does no
causetsham partdyr ¢¥Tthiegrfer ianrgee t wo main types of in.
i nduced iandaointgeneunttor™ i nfri ngement

( OEUEI Ew( 6T UDOT 1 01 OUC
Under the pwheatestadcdtuteel y induces 1 mfsriamge me nt

infr*®gennduce infringement, a party must take
0

art
to perform direct infringement f a patent, Lkno-y

v. Maersk Contractors USA, Inc., 617 F.3d 1296, 1311 (Fed. Gir20 ( “A ‘s al e’ is not limited t

tangible property; a sale may also be the agreement by whi
Labs., Inc., 160 F.3d 1373, 1379 ( F’e dwe rCei ra.n 109f9f8e)r (thoo 1sdeilnlg)
“Cordis Corp. v. Bos. Sci. Corp., 658 F.3d 1347, 1354 (Fed
inquiry. ‘*First, the court determines the scope and meanin

costrued claims are compared t o CyHoreCorp.V.IFASgreclisl, nc.,il38F.8di ngi ng de
1448, 1454 (FedCir. 1998) (en banc) (internal citations omittgd)

“W5E 1. du Pont De Nemours & Co. v. Unifrax I LLC, 921 F.3d
the patentee must prove that the accused product meets all the limitations of the asserted claims; if even one limitation
isnotmet,thereis o 1 iteral infringement. ”).

146 \WarnerJenkinson Co. v. Hilton Davis Chem. Co., 520 U.S. 17, 21 (1997) (explaining that under the doctrine of
equivalents, “a product or process that does mnot literally
nonetheless be found to infringe i1if there is ‘equivalence’
the claimed elements of the patented invention”).

147Plastic Omnium Advanced Innovation & Rsch. v. Donghee Am., Inc., 943 F.3d 929,938 (Fad. 2019) ( “ A
finding of infringement under the doctrine of equivalents requires a showing that the difference between the claimed
invention and the accused product or method was insubstantial or that the accused product or method performs the
substantily same function in substantially the same way with substantially the same result as each claim limitation of
the patented pr odwguaTexdndusmlactvhTechniche Solg.,w9tF.B3ch1820, 1326 (Fed. Cir.

2007)).

148 Segl ifetime Indus.869 F.3d at 13780.

1491d. at 137980.

15035 U.S.C. 271(b).
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infrin¢Tkhuwesn,t.a finding of imrdauocftddhmbfirrd d gparetnyt r
directly infringed ptahtee ndtstssheer(t®ed emldainhs] d fn dtulcee d
infringing tahcet sd;e faenndd a(n3t)] knew the ad¥s it induc

"OOUUPEUUOUaw( Oi upOlT 1 61 OU

Broadliyngpeakntributory infringement bars sellin
patented 1invention, where the ¢ o%ipoo npernotvehas no s
contributory infringemelifth ata tphaetreerg tei m& witierre cntu sitn fy
(29hat the accused 1infri™mn;g€rBjhta dt hken ocwol nepdognee notf htah

substantial # s n(d4t)fhraitn gtihneg cuosmepsonent 1 s a materi a
inveifi™®ion.

Enforcing a Patent

Patent owners eatnsenfiotwe mhenr wpygs. First, the
action in a federal district ¢ odtSte caolnlde, g iinfg tdhier e
patent owner believes that another npaayr tfyi lies ai mp ¢
complaint in the Int¥rnational Trade Commission.

District Court Enf orcement

The primary met hod of patent enforcement is to f
process begins when a patent thwmempefisloms hascomglh
its PS&eaeamrally speaking, the three prilmdmy iss uc
const riuncftriiopngemdntd Fby c¢claim construction, the pa
di sputed patemtsthhai msgcomnher manner in —which a p:
and the assigned judge will 1ssue an order rulir
cons t%Fwdd.owing c¢laim construction by the judge,
t he plaatiemmst, cas construed by t%e judge, is gener a

151 imelight Networks, Inc. v. Akamai Techs., Inc., 572 U.S. 915, 920 (2014) (holding that induced infringement

requires direct infringement); Glelech Appliances, Inc. v. SEB S.A.,, 563 U.S475 76 6 (ndueed1 ) ( “[ I ]
infringement under § 271(b) requires knowledge that the induced acts constitute patent infringement P o we r
Integrations, Inc. v. Fairchild Semiconductor Int’>1, Inc.,
152 power Integrationss43 F.3dat 1332

1535ee35 U.S.C. 8 7 1 ( Whpever offers to sell or sells within the United States or imports into the United States a

component of a patented machine, manufacture, combination or composition, or a material or apparatus for use in

practidng a patented process, constituting a material part of the invention, knowing the same to be especially made or

especially adapted for use in an infringement of such patent, and not a staple article or commodity of commerce

suitable for substantial noniriging use, shall be liable as a contributory infringer. .

154 Fyjitsu Ltd. v. Netgear Inc., 620 F.3d 1321, 1326 (Fed. Cir. 2010)

15528 U.S.C. 81338.

15619 U.S.C. § 1337(a)(1)(BE).

157 See, e.gLifetime Indus., Inc. v. TrirLok, Inc., 869 F.3d 1372, 137Fed. Cir. 2017).

8Mar kman v. Westview Instruments, Inc., 517 U. S. 370, 372
including terms of art within its c¢claim, is exclusively wi

159 SeeApple Inc. v. Samsung ElecCo., 839 F.3d 1034, 1040 (Fed. Cir. 2016) (en banc) (reviewing jury verdict of
infringement).
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defense, the party accused of infringement ma
atutory requirements for patentingt whhen 1t 1 s s
tennvid®Bedcause an invalid patent is not legall
tent is invalid wil¥Theadssoveaofindvakidftmoisdh
ied to a jury.

oD B =

o 0 Do HHh B 35

jury fimds itnhgatd talmed maotte ntn viasl i d, then th
Available remedies include money damages
¢ mej nutil ¢§@Taihnen mi ni mum amount “‘c€amonabpl damage
nerally set at the amount that the partie
the patent aflmnheettimeniafrimmemamnce e gn
be entitled to recovetrheanyn fpiofifgictnse nsth e

ingi‘egr édPuheawsigovre rwa st hen the damages awar
t e the amd®%®Tmwt raewarided abny itnheunjcuriyoon, a pa
It)h at t has suffrdeghdata nmdomategpray adbd ma geng vuaryg 1 n:
ompensate f otrh atth atth ei nbjaulrayn;c e( 30)f har dshlhitpsanfavor
njunction is %¥¥n the public interes:t

CDQ'I:_"'?('D"’
= N R W=
~5 —~uB g5« o

2 gq -

T Fh e o

o< o ’—hB
— = O

'—"O/'\!"‘!"‘B’—‘"& —
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fle x c e ptciacreasl, the trial judged mnhahye aplrseov,a iiln nhge rp ad
t t dsr nfé¥klse Supreme Court has held“sthatdsamudxcep
rom others with respect toltthicgasatubs g amds veei st r (
oth the governafigt iawcand) tdre tfthetwnreasonable
as 1 i"° gated.

£ o me —

International Trade Commission Enforcement

The U. S. Internationaln Tmaddke e@aodmmitasdstric chnd s(dalleTr@&G)g e n
Section 337 of tSee tTdopni 43fBo Agt oo hwhi98W agd ulte@ews 1t
“I'nvestigate and 1ssue decisions on unfair metho
importation and/orSalcde ioh BAYortsddbdritshelsed hat
or sale wedhbBnathe UHhiarticles that infringe a v
trademark are unlawful'Ad dthiSeuegshi 6 h e 33 TCi mugs aidgdate

16035 U.S.C. §£82(b).

®lyi skase Corp. v. Am. Nat. Can Co., 261 F.3d 1316, 1323 (F
. . . . 7 Richdel,dnt.ivnSginspool Corp., 7E2d 1573, 1580QFed.Cir. 1983)). See alscCommil USA, LLC v.

Cisco Sys., Ing135 S. @ 1920, 19292015)( To say that an invalid patent cannot be infringed, or that someone

cannot be induced to infringe &valid patent, is in one sense a simple truth, both as a matter of logic and sethantics.

16235 U.S.C. 8981 (remedies generally), 283 (injunction), 284 (damages).

163|d. § 284.

64See,e.g. Power Integrations, Inc. 904F.3dB65,i9%7(Fed. Cird208r mi conductor
165 Mentor Graphics Corp. v. EVBSA, Inc., 851 F.3d 1275, 1283 (Fed. Cir. 2017).

166 Halo Elecs., Inc. v. Pulse Elecs., Inc., 136 S. Ct. 1923, 1931 (2016).

167 eBay Inc. v. MercExchange, LC., 547 U.S. 388, 3%2006)

16835U.S.C. §285.

169 Octane Fitness, LLC v. ICON Health & Fitnessg., 572 U.S. 545, 552014)

170Wwilliam P. Atkins & Justin A. ParAn Updated Primer on Procedures and Rules in 337 Investigations at the U.S.
International Trade Commissip8U. BALT. INTELL. PrRoOP. L.J. 105, 10607 (2010).

17119 U.S.C. § 1337(a)(1)(H(E).
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t erences. Unlike infring
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tes whe er there were unfai¥ met hods
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i ncashse @fr obe "PEomestdbim¢ s he d.ciqgmd yrsetareyn t
mpadmimusttablishethetmshg astivities based in t
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tion 337 iewwad shtait g adbcewoommpsl aairnet f i 1 edF ibrys ta, pr i
I TC peirnfsotrimsutai opnr ei nvestigationovoddetenmi
quate basis f£®rf at hfeulllT Ci ndveetsetrimg anteissm.bh t t h
asafyl t hembegdmgats oaverseen by an 2dministra
ollowing this procaeasest,ertmhen aAliJoni swiaeettshi eerm ad 3wii toil a
as been s hown; t hat det er fild mmitsi soino mearys ,b ea mwd vti le e
Commi s s’dether sni natbonammeal ed t 0¥t he Federal Circ

vV a
ne
(&

S ® ~*pn 0o~
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[ fSeation 337 viobatirbehneeidsi eess niangcklnuedhea d(, le)x c 1 us i on
which forbids importation od prmdued sexelguasidde sao
which forbids importation of those products by s

(3)eaamdlesist orders that enjtodamparcarnwiagxcelsusbiyodJ.
cecaasnaele si st orders during the pendentyoonflethe wh
the parties afTk@. Rroe saind eomtt croanye .ldui ssiaopnp-r corv ec eaansye e
andlesist osridetwmyswiohinssuance; if he dd&%ts not, th

172 Atkins & Pan,supranotel7Q at 107 ( “The maj or inghave todused eneithérpatent,3 37 invest
unregistered trademark, or trade secret claims, in part because these types of rights are not subject to recordation with

the U.S. Customs Service.”). While most r gtheelTCthasc ases have
also adjudicated cases involving alleged trademark infringement or dilution, trade dress misappropriation and

infringement, false designation of origin, copyright infringement, and misappropriation of trade secrets, among others.

Id. at 10809 (collecting cases).

17319 U.S.C. 81337(b); 19 C.F.R. 8810.9210.10.
174 Atkins & Pan,supranotel70 at 116 See alsd9 C.F.R. £10.3.
175 Atkins & Pan,supranotel70, at 120 (citingl9 U.S.C. 81337(a)(2)).

1761d. at 121;see, e.g , InterDigital Commec’ ns
§1337(a)(3).

177 Atkins & Pan,supranotel70 at 112; 19 C.F.R. 810.8.

178 Atkins & Pan,supranotel70 at 112; 19 C.F.R. 810.9.

179 Atkins & Pan,supranote170 at 113; 19 U.S.C. §337(b).

180 Atkins & Pan,supranotel70, at 113.

181|d. at 12933.

1821d, at 135 (citing 19 U.S.C. £337(j)). Such disapprovals are reportedly rhte.

s LLC v. I TC, 707 F.3d 1209
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Specialized Dispute Procedures for Certain T

Congress has alssopemphdbmeadepdrecoduontal fprnteatt a
di sputes, with the genesalugpbah of mdnkpuregtmgl a

of smmallelc ul e demogdse caunlde lbairog eo Sii coad loj¥wrewsdratl d y(i . e .
these dispub e smadnree dbibcutgwleapmmdoadailct manuf asct,urers (t
whose products are generally protected by patent
(the gwhemarclkse)t, competing phar’'maodutisahbhseonoeld
protectrdlBhbey ppraotcece dures differ depending on whet
as a drug Jd% as a biologic.

ThHat-Wahx mAagoverdss phioecss-mbdodere cudd@lldd rourgdse.r t o

mar ket a ntehw udfraucgg ur er mu sdt asnudb nbDirtu ga nAdd nti hnei sRoroa t i

must apmprwo wder uag applicatiodmre mMoMRPBAE moTelge oNMA rmushti n

that the drug i1is safe,amddemist¢tlvetfanyi patimt e

or method of veouhg trtkasdnapliyhdbe astArted in ind
tu

generic drug manufac rer may later file an abbr
on ths EPAroval of a drug witrkftthencamdiasdteidvari
RLD to establis B Thaef ANPDAamdye ifsoacyegrtify that
protected by patents or that app®Uncdaebrl ec eprattaeinnt s
circumstances, patentANDBDANamungidte ohepdid¢nng of

infrin%aelmMemwi,ng for the rédforuetxampde,pahenthedi a
covering thebeRfLdDr d st henvadneric pr.odlufctt hes bmraarnkde t

manufacturer sues thengifided yda yna nfid Bdc o Ak twhe g
filEhAg ,generally cannotth iorptpyr o vy e wh hke ANDA paerties
patent—adipsepruitroedd f o 1f t € & htiorotays h™t*%h & a y .

The Biologics PricaetiCompaAadti tapaYathds (BheéevAdA) spute
resolutionbpobogdabi ofliommiolradcesr. t o mar ket a biolo
manufacturer must submit and FDA musWUndoprove a
the BPCbiAosi mi rer mamyufr@adtyu on a dufcfeinsieadn tbli yo 1soigt
(theferen&whpnodppt ying for a mantWaambwmping 1ic
howewvegul atory approval of bitohleo gpraerstoilesstn otn aifr e

183 Often, new pharmaceuticals are marketed under patent protection bynaraadnanufacturers of drugs and
biologics. These specialized procedures are also designed to encourag®ifoioyduction of competing (generally
less expensive) generic drugs amdducts that are biosimilar to the biologi&ze generallCRS Report R45666,
Drug Pricing and Intellectual Property Law: A Legal Overview for the 116th Congeessdinated by Kevin J.
Hickey, at 2735.

184 For a summary comparison, 8BS In Focus IF11214Qrug Pricing and the Law: Pharmaceutical Patent
Disputes by Kevin J. Hickey

185Drug Price Competition and Patent Term Restoration Act of 1@84 L. No. 98417, 98 Stat. 1585 (198&latch
Waxman Act) (codified as amended?4tU.S.C. 8355 and 35 U.S.C. §156, 271 ang.282

18521 U.S.C. $55d).
187pub. L. No. 98417,§ 101, 98 Stat. 1585
18835 US.C. §355(j)(2)(A)(vii)(1)-(IV).

189 Seekli Lilly & Co. v. Medtronic, Inc., 49&).S. 661, 676 (1990); 35 U.S.CH1(e)(2} 6 ) . The “artificial?”
infringement filing an applicationwith FDA) is distinguishedrom traditional direct patent infringemenimaking,
using, selling, or importinthe patented inventiosee35 U.S.C. 71(a).

190 5ee35 U.S.C. 871(a);Caraco PharmLabs., Ltd. v. Novo Nordisk A/S, 566 U.S. 399, 408 (2012).
191pyb. L. No. 114148, tit. VII, 124 Stat. 199, 8021 (2010)
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any patenltnsdtiespdi,t esi osimayabepnececaktvddsphtewsgh ¢t
“patent’” adacmcree,f ully calibrated scheme for prepar:i
claims of "Afréengemenbiosimikai tmanppPpdectcuateons wh
the bios i mitl aarn da prpelfiecrae n ¢ emapgrxocdhuacnt g em ar naugfear cdt autr geor n

the patents that eaahopazrwythekrieduwueedaposic¢cli onsr
val iDietppp nding on the extent of their participat
may have the opportunity to litigate the patent s
when the bios ®hinljaamcits vma m kbditioesdi. mti d acro mppepll itchen t

in the patent dance 1% unavailable under federal

Patent Inaabdndatl bati on

As explained above, PTO examines patent applicat
requirements be foorie®afleliotwiinsg lpaatteern tdse tter mi ned t h
not meet those requirements, t he%Tphaetreenta ries thwol d
primary fora in which an issuedhpetghtdcanrbet ic
litigattibornou gwhr s(p2eyci alized administrative procee

District Court Litigation

A common defense to an allegation of patent infr
not have been issuededpreicmamen ti $¥HKwm enxodtmpmitede,t gatnh e
accused infringer may c¢claim that the patented 1ir
claims are indefinite. Becau$%faicstssuesd rpotuenndti sn gar
invalidityynmibsyt cde apr @w d—ac ohnivgi hnecri nbgu redveind etnhcaen t h
preponddrhaemcdence standard ger®rally used in c¢civ
An accused infringer may also adrgaguitthabl ¢ heompau
during pattieonnt bperfo@tten atquei tPATbO.e conduct occurs whe
course of prose ¢wittihn gt hteh es ppeactiefnitc,”danadtesnlt a tt ,o blwtc ¢
for that deception, the PTO wdFiolrd enxafrhph aae al l oy
case involving nondisclosure of information, cl e
applicant made a deliberate dec?3%ion to withholc

1925andoz Inc. v. Amgen Inc., 137 S. Ct6261670 (2017); 42 U.S.C.Z62().
193Sandoz137 S. Ctat 167172.
1941d. at 1672.

¥|dat 1675. Rather, the exclusive rcanmenddhe phtentdandeh e bi osi mil ar
providedby 42 U.S.C. 862()(9)(C), which providestha, i n t h e refarence predudt spensor, But not the

[biosimilar] applicant, may bring an action under section 2201 of title 28 for a declaration of infringement, validity, or

enforceability of any patent that claims the biological produet wse of the biological produtid.

196 Seediscussiorsuprain “Patent Requirements

19735 U.S.C. §82(b).

198 Seediscussiorsuprai nDistfict Court Enforcement

19935 U.S.C §282.

20Mi crosoft Corp. v. i4i Ltd. P’ ship, 564 U.S. 91

201 Therasense, Inc. v. Becton, Dickinson & Co., 649 F.3d 1276, 1290 (Fed. Cir. 2011) (en banc).
202|d_

, 95 (2011

2031d. (quoting Molins PLC v. Textron, Inc., 48 F.3d 1172, 1181 (Fed. Cir. 1995)).
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PTO Administrative Proceedings

Congress has al sopeaiaalticded admbreirs tofative proce
potentially can®elling issued patents.

Ex Parte Reexamination

“Any personmay finyetameequest for theTHeTO to ree
quest muspgatbentbsapaidd| pmianti@odhs which that persor
aring on the patentabil.ilyf otfh ea nPyT @ 1Diirne cotfo ra df
at the fae gwesstt amaiisads new question of patentahb
t,ellnetn s he may institut? Il fana erxe epxaarniien arteieoxna misn aiti
oceeds 1in the same manner as the i1initial exami
e claims on the basis of thelmd ww¥ps icdmw .art, ¢t
itial examination, claim terms are given their
e spe®Ufilchketionhher-i mstuthonds opévpewf however, th
ught reexaminatiormsiss omate itrhwo IPv[eOd dierr itdlees proo c
examination.

_= =g g o=
O O OB 508 oo

PodsGlr ant Review

As part ofmajher AdMManges to the patent -greagiitme 1 n
review (PGR), an administrativ¥ofpromeiesdds mgdt hat
pat?'Witt hin nine mont K%a nayfotneer oat hpeart etnhta ni stshuee sp,at e
a petition with the PTO requesting the?™PTO to 1in
The petition may request fr etvhiece w eoqfuitrheciifemattse nftorb a
For example, the petition may argue that the pat
under Section 101; t hat the c¢claims are 1indefinit
been obviouns 180n3der Sectio

204 These proceedings have been upheld over constitutional challenges arguing that patents can be invalidated only by a

federal court. Oil States Energy Servs., LLC v. Greene’s E
v. Mossinghoff, 758 R2d 594, 596 (Fed. Cir. 1985).

20535 U.S.C. 8302.

2061d. § 301.

207]d. § 303(a). The PTO Director may also determine whether a substantial new question of patentability exists on her
own initiative.ld.

2081d. § 305. For more detail regarding initial examination, see discussiprai nPatént Requirements”

299|n re Man Mach. Interface Techs. LLC,822F.3d228 1286 (Fed. Cir. 2016) (“In reexart
their broadest reasonable interpretation (“BRI”) consisten

210 Although the terminology is different, there is no practical difference between a district court imvgladalaim
during litigation and the PTO cancelling a claim following an administrative proceeding. The result is the same: the
patent can no longer be enforced.

21135 U.S.C. §821-29.
2121¢. § 321(b).
21314, §321(a).

21414 § 282(b).
21519,
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Al t houPglh® athentanKlppehl Board ( BEFAB)deasptp Iriceads otnhaeb 1 «

cons t ¥sutcat nifdwanr ds ode he i M¥FAB noRhialslpibpnela rddhd or c1 ai
const P{Adttiean.a PGR petition is filed, the patent
arguing that the patent ci®Bamedmoat thkl ppat¢nonr
response, the PTO Di“rtecitsormaree elrimk chleyw s twhhatnt hfa tt hte
claims challenged in®liespetithieoP TAB* fimhpaiantabl
PTAB may also institTatieescuei awviefl oheupseittided I
important to othett i@®#a®hat PsT Ade cpiastieonnt wvahpeptlhiecra t o
review may nBt be appealed.

If the PTAB institutes review, the patent owner
petitioner may file a reply; amedpgidTyphenpnrnakbhy, the
owner may also file &*Fmotlioow mtgoptlahyme nstdhret hRT A B ahi onls
hearing where the petitioner and patent owner pTr
meets the relevant *2Foqluliccveiemncgh ¢ ar fog, pahenPTAR.is
written decision deter nf®hhen gf iwhalt hwrri ttthen pdie ceinsti
appealed to tlef Feafftrad &L lilrcappgpeal s, the patent
PTO issuese eaneetlfithathose ¢l ai ms.

Inter Partes Review

Inter partes review (IPR) is another administrat
mosuts ed PTO proceeding 3T hen porvoecrewshse I fooirn gl Prk rigsi nn

216 Cuozzo Speedechs., LLC v. Lee, 136 S. Ct. 2131, 2139 (2016).

s

2"Personalized Media Commc¢c’ns, LLC v. Apple Inc.,

952 F.3d

regulation, the Board applies the Phillips claim construction standard to IPR petitions filed on or after November 13,

2018.See Changes to the Claim Gtmuction Standard for Interpreting Claims in Trial Proceedings Before the Patent

Trial and Appeal Board83 Fed. Reg. 51,340 (Oct. 11, 2018) (codified at 37 C.F.R. § 42.100(b)). Because Apple filed

its IPR petition before November 13, 2018, we applythela d e st reasonable interpretation s

21835 U.S.C. 8323.

21d.8324(a). The PTO Director has del e gTheRodrd insfititesthea ut hor ity t

trial on behalf of the Directdt.) ; Thr y v ;To-Call Techs.,.LP]&410i cSk. Ct . 1 3 ¥é& Direcio3 7 1

has delegated institution authority to the Pailieial and Appeal Board ) .
22035 U.S.C. 824(a). Notably, the decision whether to institute is permissive, rather than manidat@tating that

(2020)

“the director maugleshotheé npetiitwunitei’e®GRethonstrates that it 1is

claim is unpatentable, but not mandating institution (emphasis added)).
221|d. § 324(c).

222|d. § 324(e);Thryv, 140 SCt. at 137274; Cuozzo Speed Techs., LLC v. Lee, 136 S. Ct. 2131, 2139 (2546).
alsoCRS Legal Sidebar LSB1045Mp Judicial Review of Certain Patent Office Decisions, Supreme Court,Hglds
Kevin T.Richards

223 patent Trial and Appeal Board Consolidated Trial Practice Gul&. PAT. & TRADEMARK OFF. (Nov. 2019) at
https://www.uspto.gov/sites/default/files/documeipigitov.pdf See als@5 U.S.C. §826(a) (giving PTO Director the
power to promulgate regulations governing PGR).

22435 U.S.C. 826(a)(9).
225 See id§ 326(a)(10).
22614, § 328(a).

2271d. § 329.

22814, § 328(b).

229 Trial Statistics U.S.PAT. & TRADEMARK OFF. (June 2019)at https://www.uspto.gogitestiefaultfiles/documents/
Trial_Statistics_20196-30.pdf(stating that IPR petitions account for 93% ofalministrative proceeding petitions).
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identical tomRPGR, dwtTheewoeptti di fference is the
filing an IPR. Whereas a PGR must be filed withi
an I PR maownhld afeci llead er of nine months after the
regarding the patent conclu®es) through the ti me
The second difference i1is the grounds for cancell
PGR petition may challenge whether atpagtamt cl ai
I PR may chall emngley at patkeansti c lafi mmnticipation (Se
(Section 103), and may rely only on prior art pa
of prior art, *Puok eadsu repvdebirlyi cl PuRsweiss) .t he same as P
(other thaowaepadténtes a petition; the patent o0\
and the PTAB decide®] fwhleRh eirs tionsitniittutaeg d, [tPRe pa
response; ftihlee sp eat irteipolnye;r t lree ppayt; e mtn do wrheer PfTiAlBe sh o
hearing o ®ThédeP TAB utelsen issues a final written d
the Fede®al Circuit.

Covered Business Method Review

The AI A also ind¢dsvsodmettllod ove vl bmist{i @BM3d d miani s tme at
proceeding for reviewing pat e H€BMrredaitd wgf ¢ lol onwg
many of the s amé®wirtohc esdeuvreersa la sdiFGR,rences. A CBM
fibaby aar tpy“hwbo been sued for infringement of the
infringement "amdl ema ydhhbktghHiattethta patent that 1s t
sui®Moreover, the fPcaotveenrte dmubsuts’ivchleasibnt tmh @ h ed de f i ne s
“a met hod or corresponding apparatus for perform
the practice, administration, or management of o
does mnot include lpatnevififthidoom&EBMec dundé wgpragram wi
on September 16, 2020, 2bsent congressional exte

Comparison of PTO Proceedings

7TDEGHimmarizes the four mtest haodlmi mifs tcrhatlil wenlgy nagt pt

20Another difference 1is t h athatthefe isa reasenable likeliloodthatrthe petitionei t ut i ng I
would prevail with respectto atleast 1 ofthe ¢l ms challenged i n83tlldd apetimisarad dF VG
s t a n d dhatd is mdre likely than not that at least 1 of the claims challenged t he petitiidn is unpaten
§ 324(a).

23114, §321(c).

23219, §311(c).

23319, § 311(b).

2341d. §312-14, 316, 318.
2351d. § 318.

236|d. § 319.

237 LeahySmith America Invents Act, Pub. L. No. 128, 125 Stat. 331, 8(a) (2011).
23814, § 18(a)(1)(A).
23914, § 18(a)(1)(B).
24014, § 18(d)(1).

2411d. §18(a)(3).
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Table 1. PTO Post -Issuance Proceedings

Filing Evidentiary Sunset
Proceeding Deadline Challenger Grounds Threshold Date
Ex Parte None 242 Anyonez43 Novelty or Substantial new None.
Reexamination including the nonobviousness on the question of
PTO Director  basis of patents or patentabilityz46
on his/her own printed publicationg4s
initiative244
PGR Nine months Anyoneexcept Patenteligible subject More likely than None.
after issuance the patent matter; novelty; not that at least
or reissuance  owner248 nonobviousness; one of the
of a pateng4? indefiniteness; written challenged
description; patent claimss
enablement4® unpatentablé@so
IPR The later of Anyone except Novelty or Reasonable None.
(1) nine the patent nonobviousness on the likelihood that
months after owner 252 basis of patents or the petitioner
patent grant; printed publicationgs3 would prevail
and with respect to
(2) termination at least oneof
of any PGR51 the challenged
claims?54
24235 U.S.C. 8 0 2Any pérson at any time may file a request for reexamination. . ) .
2431d.

2441d. 8 303(a).

2451d. 83 0 2Any pérson at any time may file a request for reexamination bPff®@] of any claim of a patent on the
basis of any prior art cited under the provisions of sectiori’3§d; § 301 (allowing any person at any time to cite
“prior art consisting of patents or printed publications which that person believes to have a bearing on the patentability
of any claim of a particular paténp .

2461d. § 303(a).

2471d. § 321(c).

2481d. §321(a)( “ [pardon who is not the owner of a patent may file witHBO] a petition to institute a pogtrant
review of the patent” ) .

2491d. § 321(b);id. § 282(b)(2), (3).

2501d. § 324(a).

2511d. § 311(c).

2521d.83 1 1 ( a )pergon wWhai$ not the owner of a patent may file witT@] a petition to institute an inter
partes review of the patent) .

253|d. 83 1 1 ( Apetitignér in an inter partes review may request to cancel as unpatentable 1 or more claims of a
patent ony on a ground that could be raised under section 102 or 103 and only on the basis of prior art consisting of
patents or printed publicatioris) .

25414, § 314(a).
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Filing Evidentiary Sunset
Proceeding Deadline Challenger Grounds Threshold Date
CBM None (other A person or May challengenly a More likely than Sept. 16,
than sunset WKH SHU" covered business not that at least  202(¢0
date)255 real party in method patengs” May one of the
interest or raise patenieligible challenged
privy who has  subject matter; novelty; claimsis

been sued or
charged with
infringement
under the
challenged
patent256

nonobviousness;
indefiniteness; written
description; or
enablement issues. If
challenging a pralA
patent, may relynly on
certain types of prior
art.2s8

unpatentablés®

Source: Created byCRS based on Title 35 of tH¢.S. Code

Consiadéowns for Congress

Just as the S wpmdtmekleGno uarnt ihmcsr eased interest 1in

as indicraitiseld tbhye tnhuember of patent law,2®tases for

Congress has abeoer ag ® balfiporrermsa.c tCecodn gr es s enacted
2011, which introduced a nutibar cchfaldewgadmi mpiaster
restructured the®Comgtrantsi ad spattanmtctlealws peciali:
governing patent dihkp uWaexsmAigflamldv ibn @ 1 brgflgs ( BPCI
To the extent tHatrt®Emgrrtcses | wiws hgosv, e trimti ncgo upladt d o
un dtehre pgorwaerrtoe d tt he C®hsde ¢ dafivarious reforms han
over the past several years.

For example, Congress could modify tchtel oppat ent abl
101 As aebxopfeawimee d t akehol ders have criticized th
255pub. L. No. 1129, 125 Stat. 331, 83(a)(1), (a)(1)(A) (2011) (stating that CBM proceedingsbe governed by

the PGR procedures, except that tf828(c) deadline for filing does not apply).

25610, § 18(a)(1)(B).

271d.818(a)(1)(E)jid.81 8 (d) (1) (defining a “covered business method pa

correspondingpparatus for performing data processing or other operations used in the practice, administration, or
management of a financial product or service, except that the term does not include patents for technological

inventions?”
2%81d. § 18(a)(1)(C).

259|d. § 18(a)(1); 35 U.S.C. 824(a).

) .

260pyp. L. No. 1129, 125 Stat. 331, $8(a)(3) (2011).
261 Seediscussiorsuprain note46 and accompanying text.

262 Seegenerally id.

263pyp. L. No. 98417, 98 Stat. 1585 (1984)
264pyp. L. No. 114148, tit. VII, 124 Stat. 199, 8021 (2010)

8 ( ¢ mp o promote the Pra0ress gf Saience and wseful Arts, by securing
for limited Times to... Inventors the exclusive Right to their respectiv®i s c o y.e r i e s ”

266 Seediscussiorsuprai nPaténtable Subject Matter”

265J.S.CoNsT. art. |, 88 ,

cl .
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gy aisd GReoswe ahr calm df Erc o@wmi Na tRic
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gs by applying the ppmesumptior
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hos%Theveewt
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Fenge

r reforms anpgreemevdddimibaddpasent system by
exampbpAdedrecin® AmetreififecaRt s)BAdEmotdoe r ni z e

I TC®pypcaeameasmegt itthgsi ng the scope of activiti
stry froerq uiinrveonkeinntg?*At¥ €Cojydingdtotdooama sponsor,

tihse nloTtC mi s us ed by.?pAast eannto tlhiecre nesxiamngpnleen,t itthieer
ral ipropesdlld®¥$th Comgrenisutse addtdhass palktleag s
maceuticd?® manufacturers.

echnologies grow and change, addndi mmayl area
e 1 i pe Ffoorr erfeafmoprbne p f Alstod erviiscee,s Ccoonngtriensuse c o ul
turis tdekeciRTOn that Al devices may not be 1 1.
isé'@hiade ver chahmgdsmpwadwmm,c ¢ oof hpaAmetrs camd I
omys sukgztapwatweht remain an area of interest

267 See, e.gMichel, supranote112 at 27780.

268 SeeAthena Diagnostics, Inc. v. Mayo Collaborative Servs., LLC, 927 F.3d 1333 (Fed. Cir. 2019) (denying en banc
rehearig of the Section 101 issue, with opinions by eight judges); Richsugsanote113

269 press Release, Office of Senator Thom Tifliens. Tillisand Coons and Reps. Collins, Johnson, and Stivers

Release Draft Bill Text to Reform Section 101 of the Pater(fest 22, 2019), alttps://www.tillis.senate.go2019/
5/senstillis-andcoonsandrepscollins-johnsonandstiversreleasedraft-bill -text-to-reform-section101-of-the-patent

act

210 Support Technology and Researchfar © Nat i on’s Growth and Dt20®b.Ri ¢ Resilienc

3666 116th Cong. (2019).

271 Britain Eakin CongrestJr ged To Pr ob e RIABaDedialsLAMI6E(dneB02erd), at
https:/iwww.law360.conafticles1288087/congressrgedto-probebadly-misguidedptab-denials
272|d_

213press Release, Office of Congresswoman Suzan DelBettgene, Schweikert Introduce Legislation to Modernize
ITC Process to Protect American Industry, Workers, and Consu#egs 14, 2020), abttps://delbene.house.gov/
newstlocumentsingle.aspk®cumentiD=2645

24Advancin gsnterestsrActt.R. 8037 116th Cong. (2020).
275 DelBene Schweikert Introduce Legislatipsupranote273.

216 See generallRichardssupranote8, at 3241.

277 Seediscussiorsuprai ninvéntorship Requirements”
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